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Docket No.: 04280/1 00M321 -US 1 

(PATENT) 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent Application of: 
Alan J. Korman et al 

Application No.: 09/644,668 

Filed: August 24, 2000 

For: HUMAN CTLA-4 ANTIBODIES AND 
THEIR USES 



Allowed: November 26, 2004 
Confirmation No.: 5400 
Art Unit: 1644 
Examiner: Ilia I. Ouspenski 



REQUEST FOR PATENT TERM 
ADJUSTMENT UNDER 37 C.F.R. 1.705(b) 

MS Issue Fee 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

Applicants, through the undersigned attorneys/agents, hereby request reconsideration of 
the Patent Term Adjustment ("PTA") indicated in the Notice of Allowance for this application. 
Applicants respectfully submit that the PTA indicated in the Notice of Allowance is incorrect, and 
that the correct Patent Term Adjustment to date (February 28, 2005) is actually 514 days . 
Moreover, if the patent issues on June 7, 2005 {i.e., on the Tuesday before the date that is 28 weeks 
after the November 26, 2004 mailing date of the Notice of Allowance), then the Patent Term 
Adjustment will be 613 days . A detailed statement of the facts involved is set forth below, starting 
on page 3 of this document and pursuant to the requirements of 37 C.F.R. §§ 1.705(b)(2)(i) - (iv). 

The Issue Fee Transmittal for this patent application accompanied this submission, along 

with a check in the amount of $1,600.00 for payment of (i) the estimated Issue Fee ($1,400.00); and 
03/03/2005 RHEBRAHl 00000107 09644B6B 
02 FC:1455 200.00 OP 
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(ii) the $200.00 fee required under 37 C.F.R. §§ 1.705(b)(1) and 1.18(e). Copies of the following 
documents are also attached hereto, for the Examiner's convenience when considering this request: 



Tab A : the USPTO's Patent Term Adjustment ("PTA") History for this application, as 

downloaded from the Patent Application Information Retrieval (PAIR) WEB site on 
February 25, 2005; 

Tab B : copy of "Withdrawal of Previously Sent Notice" mailed by the USPTO on October 
2, 2001 for this patent application; and 

Tab C : copy of Interview Summary (Form PTOL-413) for Applicants' personal interview 
with Examiner Jessica H. Roark on March 18, 2004. 

Applicants note that this Request includes a request for reinstatement of at least part of 
the period of adjustment reduced by the USPTO. As explained below, however, these reductions 
are believed to have been erroneously made by the USPTO and are not due to any actual failure of 
Applicants to engage in reasonable efforts to conclude prosecution of this appUcation as set forth in 
37 C.F.R. § 1.704(b). Applicants therefore believe that this Request under Rule 705(b) is sufficient, 
and respectfully decline to submit a Request under Rule 705(c). Should it be determined, however, 
that a Request under Rule 705(c) is required to reinstate any part of the period of adjustment that is 
requested here, the Apphcants respectfully request that this submission also be considered as a 
Request purusant to Rule 705(c), and that the required fee be charged to Deposit Account No. 04- 
0100 of their undersigned Attorneys/Agents. 

It is believed that no additional fee is required for this submission. However, should the 
U.S. Patent and Trademark Office determine that any additional fee is required or that a refund is 
due for this application, then the Commissioner is hereby authorized and requested to charge the 
required fee(s) and/or credit any refund(s) due to the above-mentioned Deposit Acount No. 04- 
0100. 
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STATEMENT OF THE FACTS INVOLVED 

On November 26, 2004, the U.S. Patent and Trademark Office mailed a Notice of 
Allowance for this application stating that "[t]he Patent Term Adjustment to date [November 26, 
2004] is 6 day(s)." The Notice of Allowance also states that: 

If the issue fee is paid on the date that is three months after the mailing date 
of this notice [i.e., on Monday, February 28, 2005] and the patent issues on 
the Tuesday before the date that is 28 weeks (six and a half months) after the 
mailing date of this notice [i.e., on June 1, 2005], the Patent Term Adjustment 
will be six days. 

The detailed Patent Term Adjustment History calculated by the U.S. Patent and 
Trademark Office for this application (hereinafter referred to as the "PTA History")^ is attached 
hereto at Tab A , and reveals that the Patent and Trademark Office calculated a patent term 
adjustment of 419 days for "USPTO delay," reduced by 413 days for "applicant delay." 

The U.S. Patent and Trademark Office's calculation of the Patent Term Adjustment is 
incorrect, as explained in detail below. The correct Patent Term Adjustment to date (February 28, 
2005) is at least 514 days . If the patent issues from this application on June 7, 2005 (the Tuesday 
before the date that is 28 weeks after the November 26, 2004 mailing date of the Notice of 
allowance) then the total Patent Term Adjustment will be at least 613 days . 

A. Statement of the Correct Patent Term Adjustment and 
the Relevant Dates For Which an Adjustment Is Sought 
(37 C.F.R. $S 1.705(b)(2)(n and (ii)) 

This appUcation is entitled, to date, to a period of adjustment under 37 C.F.R. § L702(b) 
that is 554 days the number of days in the period beginning on August 25, 2003 (the day after the 
date that is three years after the August 24, 2000 date on which this application was actually filed) 
and ending today (February 28, 2005). See 37 C.F.R. § 1.703(b). If the patent issues from this 



' The PTA History was downloaded from the Patent Application Information Retrieval (PAIR) WEB site on February 
25, 2005. 
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application on June 7, 2005 (i.e., the Tuesday before the date that is 28 weeks after the November 
26, 2004 mailing date of the Notice of Allowance), the patent will be entitled to a period of 
adjustment under 37 C.F.R. § 1. 702(b) that is 653 days ~ the number of days in the period 
beginning on August 25, 2003 and ending on June 7, 2005. 

The periods of adjustment calculated by the USPTO, as set forth in the detailed PTA 
History at Tab A, appear to be for failures of the USPTO to take certain actions within the time 
frames set forth in 37 C.F.R. § 1.702(a). However, these periods are believed to overlap with the 
delay period under 37 C.F.R. § 1.702(b). It is therefore believed that Applicants are not entitled to 
those additional periods of adjustment, since the period of adjustment would exceed the actual 
number of days the issuance of the patent has been delayed. See, 37 C.F.R. § 1.703(f). However, to 
the extent that there is found to be no overlap of these time periods and/or that the period of 
adjustment would not exceed the actual number of days the issuance of the patent has been delayed, 
then Applicants are also entitled to the additional periods of adjustment under 37 C.F.R. § 1.702(a). 

As explained below, the sum of periods calculated under 37 C.F.R. § 1.704 is believed to 
be no more than 40 days. Hence, the adjustment as specified in 37 C.F.R. § 1.703(f) to which the 
patent is entitled to date is 554 days, less not more than 40 days - i.e., 514 days . If the patent issues 
from this appUcation on June 7, 2005, then the adjustment as specified in 37 C.F.R. § 1 .703(f) to 
which the patent will be entitled is 653 days, less not more than 40 days - i.e., 613 days . 

B. Statement Regarding Terminal Disclaimer 
(37 C.F.R. 1.705(b)(2)(iii)) 

This application is not subject to any terminal disclaimer. 

C. Statement of Circumstances Constituting a Failure to 
Engage in Reasonable Efforst to Conclude Prosecution 
(37 C.F.R. § l,705(b)(2)(iv)) 

The USPTO's calculation of "applicant delay" and the corresponding reductions to 
Patent Term Adjustment are also in error. A review of the PTA History (Tab A) shows that the 
USPTO has identified three events which, according to the USPTO, constitute a failure by 
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Applicants to engage in reasonable efforts to conclude processing or examination of this application 
as set forth in 37 C.F.R. § 1.704 (i.e., "applicant delay"). First, the USPTO has characterized 
Applicants' submission of the Sequence Listing on November 7, 2001 as a failure to reply to the 
Notice to File Missing Parts within three months of that Notice's October 16, 2001 mailing date. 
The USPTO has also characterized Applicants' original response to the non-fmal rejection of this 
application as "applicant delay," apparently because the USPTO found that response incomplete as 
originally filed on November 26, 2003. Finally, the USPTO has also characterized Applicants' 
Supplemental Amendment filed March 23, 2004 as "apphcant delay." The USPTO has reduced the 
Patent Term Adjustment by 295, 40 and 78 days, respectively, for each of these delays. Hence, the 
Patent Term Adjustment has been reduced for a total of 413 days. Applicants respectfully submit 
that these reductions calculated by the USPTO are in error. As explained below, the correct, total 
reduction in Patent Term Adjustment for this application is no more than 40 days. 

(1) Applicapts^ Submission of the Sequence Listins 
Did Not Constitute a Delayed Response To the 
Notice To File Missins Parts 

The USPTO, in its calculation of the PTA History for this application (Tab A), has 

characterized Applicants' November 7, 2001 submission of the Sequence Listing as "apphcant 

delay" under 37 C.F.R. § 1.704(b). In particular, the USPTO appears have erroneously 

characterized that submission as a failure to reply to the Notice to File Missing Parts within three 

months of that Notice's October 16, 2000 maihng date. The USPTO has therefore incorrectly 

reduced the Patent Term Adjustment by 295 days -- i.e., the period of time from January 17, 2001 

(the day after the date that is three months after the Notice's October 16, 2000 mailing date) and 

ending on the day when the Sequence Listing was filed (November 7, 2001). This reduction is 

incorrect, as explained in detail below. 

On October 2, 2001, the USPTO issued a second Notice, entitled "Withdrawal of 
Previously Sent Notice"^, which stated that (Tab B): 



^ For the Examiner's convenience, a copy of the PTO's "Withdrawal of Previously Sent Notice" is attached hereto, at 
TabB. 
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the Notice mailed on 10/16/2000 [i.e., the Notice to File Missing Parts] was 
sent in error and is hereby withdrawn. A corrected Notice is enclosed. The 
time period for reply runs from the mail date of the correct Notice [i.e., from 
October 2, 2001]. 

Applicants responded to the corrected Notice less than two months later, on November 7, 
2001, by submitting the Sequence Listing for this application. Hence, there cannot have been any 
applicant delay caused by a failure to respond to the original Notice to File Missing Parts within 
three months of its mailing date. That original Notice was withdrawn. Nor can the Applicants' 
November 7, 2001 submission of the Sequence Listing constitute any applicant delay. That 
submission was made less than two months after the October 2, 2001 mailing date of that corrected 
Notice. 

Applicants additionally note that even if the original Notice to File Missing Parts had not 
been withdrawn, their November 7, 2001 submission of the Sequence Listing cannot have 
constituted applicant delay under 37 C.F.R. § 1.704(b). As explained above, that Sequence Listing 
was submitted in response to the corrected Notice mailed October 2, 2001 . The original Notice to 
File Missing Parts {i.e., the Notice mailed October 16, 2000 and subsequently withdrawn) did not 
require the submission of any Sequence Listing. Moreover, Applicants actually filed a timely and 
complete response to that original Notice on May 16, 2001. Therefore, even assuming arguendo 
that there had been some applicant delay, that delay cannot have been more than 120 days - i.e., the 
period of time from January 17, 2001 (the day after the date that is three months after the withdrawn 
Notice's October 16, 2000 mailing date) and ending on May 16, 2001 when the complete response 
to that Notice was filed. 
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For all of the foregoing reasons, Applicants respectfully submit that their November 7, 
2001 submission of the Sequence Listing did not constitute any applicant delay under 37 C.F.R. 
§ 1.704. hi addition, Applicants submit that there cannot have been any applicant delay responding 
to the original Notice to File Missing Parts, since that Notice was withdrawn by the USPTO. 
Alternatively, Apphcants respectfully submit that even if there had been applicant delay in that 
response, such delay cannot have been more than 120 days. 

(2) The Dela y for Applicants ' 

Orisiaal Response to the Non-Final Rejection 

The USPTO has also characterized Applicants' original response to the non-final 
rejection of this application as "applicant delay". Specifically, the USPTO apparently considers this 
a circumstance of applicant delay under 37 C.F.R. § 1.704(c)(7), since the USPTO issued a 
subsequent Notice on December 17, 2003, stating that the response as originally filed on November 
26, 2003 was considered "noncompliant" for failing to comply with the requirements of 37 C.F.R. 
§ 1.121. The USPTO has therefore reduced the Patent Term Adjustment by 40 days for this delay. 
Applicants do not dispute the USPTO 's calculation of this reduction. 

(3) Applicants' Supplemental Amendment Does Not 
Constitute ''Applicant Delay'' Under 37 C.F.R. $1.704 

The USPTO has also characterized Applicants' Supplemental Amendment filed March 

23, 2001, as "applicant delay", and has therefore further reduced the patent term adjustment by 78 

days. However, this additional reduction is in error. 

The submission of a supplemental reply or other paper after a reply has already been 
filed may consfitute an applicant delay under 37 C.F.R. § 1. 704(c)(8). However, the submission of 
"a supplemental reply or other paper expressly requested by the examiner [emphasis added]" is 
specifically excluded from that rule, and does not constitute a failure of the apphcant(s) to engage in 
reasonable efforts to conclude processing or examination of an application. Id. hi this instance, the 
Supplemental Amendment was specifically and expressly requested by Examiner Jessica H. Roark 
during a personal interview on March 18, 2004 with Applicants' representatives Paul Fehlner, Paul 
Zagar and Catherine Kara. In particular, the Examiner's attention is respectfully directed to the 
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Examiner's Interview Summary of that meeting (Form PTOL-413), which is attached hereto at 
Tab C . hi that Interview Summary, Examiner Roark expressly states that (Tab C): 

"[the] Examiner requested that AppUcant[s] provide a supplemental 
amendment to address 112-1 rejections [i.e., rejections under 35 U.S.C. 
§ 1 12, first paragraph]." 

Applicants then filed their Supplemental Amendment five days later, on March 23, 2001 
and in response to that express request by the Examiner. Hence, Applicants' submission of that 
Supplemental Amendment does not constitute any failure of Applicants engage in reasonable efforts 
to conclude processing or examination of an application. The Patent Term Adjustment therefore 
should not be reduced for that submission. 

(4) Applicants Are Not Aware of Any Other Circumstances 
Constituting ''ApDlicant Delay'' Under 37 C.RR. $ 1. 704 

Apart from the specific circumstances discussed above, Applicants are not aware of any 

additional circumstances during the prosecution of this application which may constitute a failure to 

engage in reasonable efforts to conclude the processing or examination of this application under 37 

C.F.R. § 1.704. It is therefore believed that the correct reductions in Patent Term Adjustment 

should not be more than 40 days (for Apphcants submission of an "incomplete" response to the 

non- final rejection). Alternatively, the correct reductions in Patent Term Adjustment cannot be 

more than 160 days, even if one allows an additional 120 days reduction for Applicants submission 

of their complete response to the Notice to File Missing Parts more than three months after the 

original mailing date of that withdrawn Notice 

D. Conclusion 

For all of the foregoing reasons, Apphcants submit that this application is entitled to a 
net Patent Term Adjustment of 514 days to date. This net adjustment is for failure of the USPTO to 
issue a patent within three years of this application's actual filing date, pursuant to the requirements 
of 35 U.S.C. § 154(b)(1)(B) and 37 C.F.R. §§ 1.702(b) and 1.703(b). Hence, if the patent does not 
issue until June 7, 2005 (/.e., the Tuesday before the date that is 28 weeks after the November 26, 
2004 mailing date of the Notice of Allowance), then the patent will be entitled to additional 
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adjustment for that delay. The total, net Patent Term Adjustment will then be 613 days . This net 
adjustment also reflects appropriate reductions pursuant to 37 C.F.R. § 1.704, as set forth aboye. 
Applicants respectfiilly request that this application be granted, and that the patent issuing from this 
application be accorded the appropriate net period of Patent Term Adjustment set forth above. 



Attachments: 

Tab A : USPTO's Patent Term Adjustment ("PTA") History, as downloaded from the Patent 
Application Information Retrieyal (PAIR) WEB site on February 25, 2005; 

TabB : copy of "Withdrawal of Previously Sent Notice", mailed by the USPTO on October 2, 
2001; and 

Tab C : copy of Interview Summary for Applicants' personal interview with Examiner Jessica H. 
Roark on March 18, 2004. 
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Respectfully submitted. 



Dated: February 28. 2004 




Paul F. Fehhier, Ph.D. (Reg. No/ 35,135) 
Samuel S. Woodley, Ph.D. (Reg. No. 43,287) 
Paul M. Zagar (Reg. No. 52,392) 
DARBY & DARBY P.C. 
P.O. Box 5257 

New York, New York 10150-5257 
(212) 527-7700 
(212) 753-6237 (Fax) 
Attorneys/ Agents For Applicant 
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[x~| Check 1^ Credit Card |^ Money Order |^ None Other (please identify): 
I I D^POS^^ Account ^^^^^ ^^^^^ Number: 04-0100 Deposit Account Name: 



Darby & Darby P.C. 



For the above-identified deposit account, the Director is hereby authorized to: (check all that apply) 



I I Charge fee(s) indicated below 

H Charge any additional fee(s) or underpayment of 
fee(s) under 37 CFR 1.16 and 1.17 



I I Charge fee(s) indicated below, except for the filing fee 

[^Credit any overpayments 



FEE CALCULATION 



1. BASIC FILING, SEARCH, AND EXAMINATION FEES 

FILING FEES 

Small Entltv 



Application Type Fee ($) Fee ($) 

Utility 300 150 

Design 200 100 

Plant 200 100 

Reissue 300 150 

Provisional 200 100 

2. EXCESS CLAIM FEES 

Fee Description 

Each claim over 20 (including Reissues) 
Each independent claim over 3 (including Reissues) 
Multiple dependent claims 
Total Claims Extra Claims Fee ($) 

14 -40= X = 



SEARCH FEES 
Small Entity 
Fee($) 



Fee($) 

500 
100 
300 
500 
0 



EXAMINATION FEES 
Small Entity 
FeefS) 



250 
50 
150 
250 
0 



Feed) 

200 
130 
160 
600 
0 



Fees Paid ($) 



100 
65 
80 

300 
0 



Fee Paid ($) 



Fee ($) 

50 
200 
360 

ft/lultiple Dependent Claims 
Fee ($) Fee Paid ($) 



Small Entity 
Feeiil 



25 
100 
180 



Fee Paid ($) 



Indep. Claims Extra Claims Fee ($) 

8 -12= X = 

3. APPLICATION SIZE FEE 

If the specification and drawings exceed 100 sheets of paper (excluding electronically filed sequence or computer 
listings under 37 CFR 1.52(e)), the application size fee due is $250 ($125 for small entity) for each additional 50 
sheets or fraction thereof See 35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s). 

Total Sheets Extra Sheets Number of each additional 50 or fraction thereof Fee ($) Fee Paid ($) 

-100= /50 {round up to a whole number) x = 

4. OTHER FEE(S) 

Non-English Specification, $ 1 30 fee (no small entity discount) 

Other (e.g., late filing surcharge): ^ ^^5 Filing an application for patent temn adjustnnent 



1501 Utility issue fee 



Fees Paid f$) 

200.00 
1,400.00 



SUBMITTED BY 



Signature 



Name (Print/Type) 



Samuel S. Woodley, Ph 



Registration No. 
(Attorney/Agent) 



43,287 



Telephone (212)527-7610 



Date 



February 28, 2005 



Express Mail Label No. Dated: 



{W:\04280\100M321US1\00373269.DOC liiiinQfifllDIIDillOjlilllin } 




Application No. (if \Cm^rfp^^^668 



Attorney Docket No.: 04280/1 00IV1321-US1 



Certificate of Express Mailing Under 37 CFR 1.10 



I hereby certify tliat this correspondence is being deposited with the United States Postal Service as 
Express IVIail, Airbill No. in an envelope addressed to: 

3 2 9 0 2 3 9 3 3 -05 



MS Issue Fee 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



on 



February 28. 2005 



Date 



Signature 

Typed or printed name of person signing Certificate 



Registration Number, if applicable 



Telephone Number 



Note: Each paper must have its own certificate of mailing, or this certificate must identify 
each submitted paper. 

(1) Issue Fee Transmittal (1 page); 

(2) Request for Patent Term Adjustment under 37 CFR 1 .705 (b) 
(9 pages), accompanied by: 

Exhibit A : USPTO's Patent Term Adjustment History (3 pages), 
Exhibit B : USPTO "Withdrawal of Previously Sent Notice" (1 page), 
and 

Exhibit C : USPTO Interview Summary (1 page); 

(3) Fee Transmittal (Form PG0/SB/17)(1 page); 

(4) Check No. I'StO in the amount of $1 ,600.00; and 

(5) Return Receipt Postcard 
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